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FOR QUESTIONS ABOUT THE STUDY, CONTACT: Dr Nolan Williams, 401 
Quarry Road, Palo Alto, CA, 94304. (650) 498-9111 

Are you participating in any other research studies?  Yes  No 
 

 

We are doing this research study to find out if an accelerated form of intermittent 
theta burst stimulation (iTBS) is effective in treating depressive symptoms. iTBS is 
approved by the U.S. Food and Drug Administration (FDA) for the treatment of 
adults with depression that have not benefited from medication. This FDA 
treatment involves stimulating the left front area of the head with an 
electromagnet that produces a magnetic field delivered in short bursts. These 
bursts are focused on an area of the brain that is thought to be involved in 
causing depression. As the magnet rapidly turns on and off, the electrical currents 
in the brain tend to synchronize with the magnet. iTBS has been shown to help 
some patients with depression. Usually treatment lasts 6 weeks but we are trialing 
a stimulation course which lasts only 5 days. 

 

You are being invited to participate in this research study because you are 
currently experiencing a depressive episode and have tried at least one 
antidepressant in the past that has not helped your depression. 

 

This research study is looking for 200 people with depressive symptoms. 

Stanford University expects to enroll all 200 research participants. 
If you decide to terminate your participation in this study, you should notify Dr. 
Nolan Williams at 650-498-9190. 

 

 

Your participation in this study is entirely voluntary. Your decision not to 
participate will not have any negative effect on you or your medical care. You 
can decide to participate now but withdraw your consent later and stop being in 
the study without any loss of benefits or medical care to which you are entitled. 

 

 

This research study is expected to take 1 week of active participation by each 
participant. If improvements in your mood are not found after initial study 
participation, you may be offered the opportunity to be enrolled for a second 
week (in which a different brain area will be targeted). 

PURPOSE OF RESEARCH 

VOLUNTARY PARTICIPATION 

DURATION OF STUDY INVOLVEMENT 
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E a c h br ai n sti m ul ati o n s e s si o n will b e 1 0 mi n ut e s l o n g wit h a 5 0 -mi n ut e br e a k 
b et w e e n e a c h s e s si o n. T h e sti m ul ati o n s e s si o n s will b e d eli v er e d h o url y f or 1 0 
h o ur s f or e a c h of t h e 5 d a y s ( 5 0 h o ur s p er w e e k). S e s si o n s will st art at eit h er 
8: 0 0 A M, 8: 1 5 A M, 8: 3 0 A M or 8: 4 5 A M. S e s s i o n s will b e at t h e s a m e ti m e p a st 
t h e h o ur, e v er y h o ur f or 1 0 h o ur s.  

 

 

If y o u c h o o s e t o p arti ci p at e, t h e Pr ot o c ol Dir e ct or a n d hi s r e s e ar c h st u d y st aff 
will a s k y o u t o si g n t hi s c o n s e nt f or m b ef or e d oi n g a n y st u d y pr o c e d ur e s.  

 

B a s eli n e  
T h e b a s eli n e s e s si o n will h a p p e n t h e d a y b ef or e y o u st art t h e ai T B S c o ur s e. 
D uri n g t h e b a s eli n e s e s si o n:  

  Y o ur m ot or t hr e s h ol d will b e m e a s ur e d; t hi s i s t h e d e gr e e of sti m ul ati o n 
r e q uir e d t o pr o d u c e a t h u m b or t o e t wit c h. M ot or t hr e s h ol d 
m e a s ur e m e nt s t ell u s w h at l e v el of sti m ul ati o n y o ur br ai n  r e q uir e s. 

  Y o u will c o m pl et e n e ur o c o g niti v e t a s k s o n a n  i P a d 
  If y o u a gr e e t o c o ntri b ut e st o ol, bl o o d a n d s al vi a s a m pl e s, t h e s e will  b e 

c oll e ct e d at b a s eli n e a n d aft er t h e ai T B S c o ur s e i n or d er t o i d e ntif y 
p ot e nti al bi o m ar k er s of tr e at m e nt r e s p o n s e. T h e s e s a m pl e s will n ot b e 
s a v e d f or f ut ur e  r e s e ar c h. 

  W e will a s k y o u q u e sti o n s a b o ut y o ur  m o o d  
  Y o u will c o m pl et e q u e sti o n n air e s a b o ut y o ur m o o d, sl e e p a n d q u alit y  of 

lif e. 
  W e will m e a s ur e y o ur h e art r at e at b a s eli n e a n d at t h e e n d of e a c h 

sti m ul ati o n  d a y  
  If y o u ar e i n v ol v e d i n t h e sl e e p st u d y, t h e ni g ht b ef or e t h e sti m ul ati o n 

c o ur s e b e gi n s, br ai n r e c or di n g s will b e m a d e o v er ni g ht w hil st y o u sl e e p. 
M or e d et ail s c a n b e f o u n d  b el o w.  

 
Sl e e p St u d y Pr o c e d ur e s:  

 
If y o u c h o o s e t o p arti ci p at e, t h e pr o gr a m dir e ct or, Dr. R ut h O’ H ar a a n d h er 
r e s e ar c h st u d y st aff will c o nt a ct y o u t o s c h e d ul e a st u d y d a y f or a n o v er ni g ht 
sl e e p r e c or di n g.  

 

1)  I n t h e e v e ni n g ar o u n d 7 -8 p m, o ur r e s e ar c h a s si st a nt will vi sit  y o ur 

b e d si d e at St a nf or d H o s pit al t o s et u p t h e sl e e p st u d y  d e vi c e.  

P R O C E D U R E S  
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2)  Y o u will b e a s k e d t o w e ar a c u st o mi z e d c a p wit h a pl a sti c c o n n e cti o n t o 

pr o b e s pl a c e d o n it s t h e  s urf a c e.  

3)  P ol y s o m n o gr a p h y el e ctr o d e s ( s m all m et al pr o b e s wit h vi n yl c o at e d  wir e s 

c o n n e ct e d t o d e vi c e) will b e a p pli e d t o t h e pl a sti c c o n n e ct or o n t h e c a p. 

P ol y s o m n o gr a p h y i s a n o ni n v a si v e  d e vi c e.  

4)  A d diti o n al i nf or m ati o n, i n cl u di n g o x y g e n s at ur ati o n, p ul s e r at e, m oti o n, 

a n d p o siti o n d uri n g sl e e p m a y b e o bt a i n e d t hr o u g h w e ar a bl e d e vi c e or 

b e d wit h b uilt i n s e n s or.  

5)  D uri n g t hi s pr o c e s s, t h e s ki n of y o ur s c al p will b e pr e p p e d wit h cl e a ni n g 

cr e a m, a n d c o n d u cti n g g el will b e a p pli e d t hr o u g h t h e c o n n e ct or o n t h e 

c a p. Y o u will f e el s o m et hi n g i s c ol d g el s cr at c hi n g o n t h e s c al p, b ut it 

s h o ul d n ot c a u s e  p ai n.  

6)  Ot h er pr o b e s of P S G m e a s uri n g e y e m o v e m e nt a n d m u s cl e a cti vit y 

i n cl u d e, 2 El e ctr o o c ul o gr a m el e ctr o d e s ( s m all sti c k er s wit h m et al pr o b e) 

t h at will b e a p pli e d ar o u n d t h e e y e s, 3 el e ctr o m y o gr a m el e ctr o d e s ( s m all 

sti c k er s wit h m et al pr o b e) t h at will b e a p pli e d t o t h e c hi n, a n d p ul s e 

o xi m et er o n  fi n g er s. 

7)  Ot h er pr o b e s of P S G m e a s uri n g h e art b e at , 2 El e ctr o c ar di o gr a m 

el e ctr o d e s ( s m all sti c k er s wit h m et al pr o b e), will b e pl a c e d o n t h e u p p er 

c h e st.  

8)  Ot h er pr o b e s of P S G m e a s uri n g br e at hi n g, N a s al pr e s s ur e tr a n s d u c er a n d 

or al/ n a s al t h er mi st or, will b e pl a c e d b y h o o ki n g u p t h e l o o p of t h e t u b e t o 

y o ur  e ar s.  

9)  Ot h er pr o b e s of p ul s e o xi m et er will b e pl a c e d o n y o ur fi n g er s a n d m or e 

i nf or m ati o n ( m oti o n, t e m p er at ur e or s o u n d ) m a y b e c orr e ct e d fr o m t h e 

s e n s or s i n st all e d i n t h e b e d if t h e st u d y i s d o n e i n sl e e p  l a b. 

1 0)  Y o u will b e a s k e d t o g o t o b e d at y o ur r e g ul ar b e d b e dti m e a n d sl e e p o n 

t h e b e d w h e n e v er y o u f e el r e a d y t o sl e e p.  

1 1)  I n t h e m or ni n g, y o u will b e a s k e d t o w a k e  u p at y o ur u s u al w a k e -u p ti m e 

a n d all el e ctr o d e s will b e di s c o n n e ct e d. I n str u cti o n s will b e gi v e n 

r e g ar di n g h o w t o di s c o n n e ct it  s af el y.  

 
I m p ort a nt p oi nt s f or sl e e p st u d y:  

 
  N o i n v a si v e pr o c e d ur e will  h a p p e n.  

  N o s p e ci m e n will b e  c oll e ct e d.  
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S ti m ul a ti o n ( D a y s 1 - 5 )  
Y o u will b e r a n d o ml y a s si g n e d t o r e c ei v e sti m ul ati o n t o eit h er a br ai n ar e a c all e d 
t h e l eft d or s ol at er al pr efr o nt al ( D L P F C) or t h e a nt eri or ci n g ul at e c ort e x ( A C C).  
B ot h of t h e s e ar e a s ar e t h o u g ht t o b e i n v ol v e d i n t h e r e g ul ati o n o f m o o d a n d 
h a v e s h o w n t o di s pl a y at y pi c al a cti vit y i n p e o pl e wit h d e pr e s si v e s y m pt o m s or 
s ui ci d al t h o u g ht s.  

 

D uri n g sti m ul ati o n s e s si o n s y o u will:  
  R e c ei v e 1 0 i T B S  s e s si o n s. E a c h s e s si o n t a k e s 1 0 mi n ut e s t o c o m pl et e 

wit h a 5 0 -mi n ut e br e a k b et w e e n  s e s si o n s.  
  C o m pl et e s o m e q u e sti o n n air e s a b o ut t h e w a y y o u h a v e b e e n  f e eli n g 
  H a v e y o ur h e art r at e v ari a bilit y m e a s ur e d o n c e p er  d a y.  
  If y o u t a k e p art i n t h e E E G p orti o n of t h e st u d y, E E G r e c or di n g s will b e 

m a d e b ef or e, d uri n g a n d aft er t h e fir st a n d l a st sti m ul ati o n s e s si o n s t o 
m e a s ur e br ai n  a cti vit y.  

 
If y o u ar e i n v ol v e d i n t h e sl e e p st u d y, t h e ni g ht aft er t h e fir st a n d l a st d a y of 
sti m ul ati o n, el e ctr o d e s will b e  u s e d t o r e c or d br ai n a cti vit y o v er ni g ht (i n t h e 
s a m e w a y a s t h e ni g ht b ef or e sti m ul ati o n).  

 
If y o ur m o o d i m pr o v e s si g nifi c a ntl y b ef or e t h e 5 d a y s of br ai n sti m ul ati o n 
s e s si o n s ar e c o m pl et e, r e s ulti n g i n y o u b ei n g w ell e n o u g h t o b e di s c h ar g e d fr o m 
h o s pit al , y o u m a y b e di s c h ar g e d fr o m h o s pit al b ef or e t h e e n d of t h e f ull 5 d a y 
c o ur s e. T hi s will b e l eft t o y o ur cli ni ci a n' s di s cr eti o n.  

 
Alt er n ati v el y, if y o u h a v e n ot r e s p o n d e d t o t h e fir st c o ur s e of ai T B S, y o u m a y b e 
off er e d sti m ul ati o n at t h e alt er n ati v e sti m u l ati o n sit e ( D L P F C or A C C). 

 
I m m e di a t e P o s t - S ti m ul a ti o n ( D a y 6 - 7 )  

  C o m pl et e s o m e q u e sti o n n air e s a b o ut t h e w a y y o u h a v e b e e n  f e eli n g 
  P erf or m s o m e t a s k s m e a s uri n g n e ur o c o g niti v e a bilit y o n a n  i P a d 
  S ali v a s a m pl e s will b e  c oll e ct e d.  
  Y o u will al s o c o m pl et e o nli n e q u e sti o n n air e s a b o ut y o ur m o o d, sl e e p a n d 

q u alit y of  lif e. 
 

If y o u ar e still i n h o s pit al t h e ni g ht aft er t h e sti m ul ati o n c o ur s e a n d y o u ar e 
p arti ci p ati n g i n t h e sl e e p p orti o n of t h e st u d y, y o u will u n d er g o t h e s a m e sl e e p 
r e c ordi n g s a s y o u di d at b a s eli n e.  
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After discharge you will go to the Open Medicine Institute in Mountain View to 
have Blood and stool samples collected. The blood draw will be the same amount 
as a standard blood test. 

 

Women of Childbearing Potential 

If you are a woman who is able to become pregnant, it is expected that you will 
use an effective method of birth control to prevent exposing a fetus to a 
potentially dangerous agent with unknown risk. If you are pregnant or currently 
breast feeding, you may not participate in this study. You understand that if you 
are pregnant, if you become pregnant, or if you are breast-feeding during this 
study, you or your child may be exposed to an unknown risk. 

 
To confirm to the extent medically possible that you are not pregnant, you agree 
to have a pregnancy test done before beginning this research study. You must 
agree to avoid sexual intercourse or use a birth control method judged to be 
effective by the investigator and which will not interfere with the proposed 
investigation. You must accept the risk that pregnancy could still result despite 
the responsible use of reliable method of birth control. You agree to notify the 
investigator as soon as possible of any failure of proper use of your birth control 
method, or if you become pregnant, either of which may result in your being 
withdrawn from the study. 

 

If you miss a period, or think you might be pregnant during the 

study, you must tell the study doctor immediately. If you become pregnant, you 
must stop taking part in the study. The study doctor may ask for your permission 
to collect information about the outcome of your pregnancy and the condition of 
your newborn. 

 

Tissue Sampling for Genetic Testing 
 

As part of the analysis on your samples, the investigators (may/will) do genetic 
testing. Genetic research is research that studies genes, including gene 
characteristics and gene versions that are transmitted by parents to children. 
Genetic research may include looking at information, such as personal 
appearance and biochemistry, gene sequences, genetic landmarks, individual 
and family medical histories, reactions to medications and responses to 
treatment. Genetic research raises certain questions about informing you of any 
results. Possible risks of knowing results include: anxiety; other psychological 
distress; and the possibility of insurance and job discrimination. A possible risk 
of not knowing includes being unaware of the need for treatment. These risks 
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can change depending on the results of the research and whether there is a 
treatment or cure for a particular disease. 

 

Sometimes patients have been required to furnish information from genetic 
testing for health insurance, life insurance, and/or a job. A Federal law, the 
Genetic Information Nondiscrimination Act of 2008 (GINA), generally makes it 
illegal for health insurance companies, group health plans, and employers with 
15 or more employees to discriminate against you based on your genetic 
information. 
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A s a p arti ci p a nt, y o ur r e s p o n si biliti e s i n cl u d e:  
 

  F oll o w t h e i n str u cti o n s of t h e Pr ot o c ol Dir e ct or a n d st u d y  st aff.  
  C o nti n u e t o t a k e y o ur m e di c ati o n s a s i n str u ct e d b y y o ur  p h y si ci a n.  
  Arri v e at t h e ti m e s p e cifi e d f or e a c h of y o ur st u d y  pr o c e d ur e s.  
  K e e p y o ur st u d y a p p oi nt m e nt s. If it i s n e c e s s ar y t o mi s s a n a p p oi nt m e nt, 

pl e a s e l et t h e r e s e ar c h st aff k n o w s o t h e y c a n r e s c h e d ul e a s s o o n a s y o u 
k n o w y o u will mi s s t h e  a p p oi nt m e nt.  

  T ell t h e Pr ot o c ol Dir e ct or or r e s e ar c h st u d y st aff a b o ut a n y si d e eff e ct s, 
t h at y o u m a y h a v e.  

  T ell t h e Pr ot o c ol Dir e ct or or r e s e ar c h st aff if y o u b eli e v e y o u mi g ht b e 
pr e g n a nt or g ott e n y o ur p art n er  pr e g n a nt.  

  C o m pl et e y o ur q u e sti o n n air e s a s  i n str u ct e d. 
  A s k q u e sti o n s a s y o u t hi n k of  t h e m. 
  T ell t h e Pr ot o c ol Dir e ct or or r e s e ar c h st aff if y o u c h a n g e y o ur mi n d a b o ut 

st a yi n g i n t h e  st u d y.  
 

 

If y o u fir st a gr e e t o p arti ci p at e a n d t h e n y o u c h a n g e y o ur mi n d, y o u ar e fr e e t o 
wit h dr a w y o ur c o n s e nt a n d di s c o nti n u e y o ur p arti ci p ati o n at a n y ti m e. Y o ur 
d e ci si o n will n ot aff e ct y o ur a bilit y t o r e c ei v e m e di c al c ar e f or y o ur di s e a s e a n d 
y o u will n ot l o s e a n y b e n efit s t o w hi c h y o u w o ul d ot h er wi s e b e e ntitl e d.  

 

If y o u d e ci d e t o wit h dr a w y o ur c o n s e nt t o p arti ci p at e i n t hi s st u d y, y o u s h o ul d 
n otif y Dr. N ol a n Willi a m s at 6 5 0 -4 9 8 -9 1 9 0. At t h at ti m e, y o ur c ar e will b e 
tr a n sf err e d b a c k t o y o ur pri m ar y p s y c hi atri st f or f urt h er a s s e s s m e nt a n d 
tr e at m e nt. 

 
If y o u d e ci d e t o st o p t a ki n g p art  i n t h e st u d y f or a n y r e a s o n, w e will a s k y o u t o 
h a v e a c o n s ult ati o n wit h t h e st u d y cli ni ci a n w hi c h will t a k e a b o ut 3 0 mi n ut e s.  

 

D uri n g t hi s c o n s ult ati o n, t h e st u d y cli ni ci a n will:  
  A s k y o u q u e sti o n s a b o ut y o ur m o o d a n d  w ell -b ei n g  
  C o m pl et e s o m e q u e sti o n n air e s a b o ut t h e w a y y o u h a v e b e e n  f e eli n g 

  R e vi e w y o ur  m e di c ati o n s  

P A R TI CI P A N T R E S P O N SI BI LI TI E S  

WI T H D R A W A L F R O M S T U D Y  
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T h e Pr ot o c ol Dir e ct or m a y al s o wit h dr a w y o u fr o m t h e st u d y a n d t h e st u d y 
e x p eri m e nt al tr e at m e nt m a y b e st o p p e d wit h o ut y o ur c o n s e nt f or o n e or m or e of 
t h e f oll o wi n g r e a s o n s: 

  F ail ur e t o f oll o w t h e i n str u cti o n s of t h e Pr ot o c ol Dir e ct or 
a n d st u d y  st aff.  

  T h e Pr ot o c ol Dir e ct or d e ci d e s t h at c o nti n ui n g y o ur 
p arti ci p ati o n c o ul d b e h ar mf ul t o  y o u.  

  Pr e g n a n c y  
  Y o u n e e d tr e at m e nt n ot all o w e d i n t h e  st u d y.  
  T h e st u d y i s  c a n c ell e d.  
  Ot h er a d mi ni str ati v e  r e a s o n s.  

  U n a nti ci p at e d  cir c u m st a n c e s.  
 

 

T h er e ar e ri s k s, di s c o mf ort s, a n d i n c o n v e ni e n c e s a s s o ci at e d wit h a n y r e s e ar c h 
st u d y. T h e s e d e s er v e c ar ef ul t h o u g ht. Y o u s h o ul d t al k wit h t h e Pr ot o c ol 
Dir e ct or if y o u h a v e a n y q u e sti o n s.  

Y o u will b e a s k e d a b o ut s e v er al t hi n g s, w hi c h ar e p ot e nti al ri s k s t o y o ur h e alt h 
w h e n g etti n g T M S T h er a p y. T h e s e i n cl u d e:  

  A hi st or y of a n e ur ol o gi c al di s or d er, i n cl u di n g br ai n t u m or s, s ei z ur e s, 
str o k e, a b n or m aliti e s i n t h e bl o o d v e s s el s i n y o ur br ai n, d e m e nti a, 
P ar ki n s o n’ s di s e a s e, H u nti n gt o n’ s c h or e a or m ulti pl e  s cl er o si s,  

  A n yt hi n g w hi c h c o ul d i n cr e a s e y o ur ri s k of h a vi n g a s ei z ur e, i n cl u di n g a 
hi st or y of a h e a d tr a u m a wit h a l o s s of c o n s ci o u s n e s s f or m or e t h a n 5 
mi n ut e s  

  T h e pr e s e n c e i n y o ur b o d y of c ar di a c p a c e m a k er s, i m pl a nt e d m e di c ati o n 
p u m p s of a n y s ort, or a hi st or y of b a d h e art  di s e a s e,  

  T h e pr e s e n c e of a n y m et al o bj e ct s i n or n e ar y o ur h e a d w hi c h c a n n ot b e 
s af el y r e m o v e d f or t h e d ur ati o n of t hi s  st u d y.  

D uri n g t h e T M S tr e at m e nt s, y o u m a y e x p eri e n c e b u z zi n g, t a p pi n g, or p ai nf ul 
f e eli n g s at t h e tr e at m e nt sit e d uri n g t h e sti m ul ati o n s. T h e s e ar e u s u all y mil d t o 
m o d er at e i n str e n gt h a n d m a y b e c o m e m or e b e ar a bl e aft er t h e fir st d a y of 
tr e at m e nt. N ot all s u bj e ct s e x p eri e n c e t h e s e eff e ct s wit h T M S tr e at m e nt.  

 
Tr a diti o n al F D A a p pr o v e d T M S h a s a l o w ri s k of s ei z ur e ( 1: 3 0, 0 0 0 ). T h e t y p e of 
sti m ul ati o n utili z e d i n t hi s st u d y h a s n e v er c a u s e d a s ei z ur e a n d w e b eli e v e t h at 
t h er e i s littl e t o n o ri s k of s ei z ur e wit h ai T B S.  

P O S SI B L E RI S K S, DI S C O M F O R T S, A N D I N C O N V E NI E N C E S  
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Because the aiTBS device emits a loud noise, and there is a risk of temporary 
hearing loss, you will wear protective ear plugs during treatment. 

The blood draws may cause slight discomfort at the puncture site. Some 

individuals may feel light headed or faint when having blood tests. Please let the 
staff member performing the blood draw know if you have felt this way before 
when receiving injections or blood tests or if you feel this way at any point 
during the blood tests so they can make you as comfortable as possible and 
prevent a faint from occurring. 

Although no induced-mania has been reported following iTBS, a small number of 
cases of TMS-induced mania have been reported for other TMS protocols. Staff 
members will monitor your symptoms carefully and it is important that you let 
members of the research team aware if you experience a noticeable decrease in 
the amount of sleep you require and increased energy. If you exhibit signs of 
hypomania/mania we will not administer further stimulation sessions. 

The application and removal of EEG electrodes can cause some irritation. If you 
are involved in the sleep study, the quality of your sleep might be lower than 
normal because you are concerned about dislodging the electrodes. As a result, 
you may feel less rested in the morning, and your cognitive performance may be 
perceptibly diminished on the following day. 

 
Protection Against Risk 

 
It is unlikely, but possible that your depression may worsen or may not improve. 
Some of the questionnaires and interviews in this study may provoke feelings of 
frustration, fatigue, sadness or anxiety. You have the right to refuse to answer 
any question that makes you feel uncomfortable. Information you provide will 
remain anonymous and will be used only for the purposes of the research study. 
However, it is possible that, based on information gained from this study, the 
researchers may be required to report information (e.g., information relating to 
suicide, physical or sexual abuse or other conditions reflecting imminent risk) to 
the appropriate authorities. 
The responses to questions concerning illegal drug use could be self- 
incriminating and harmful to you if they became known outside the study. As 
explained in the confidentiality statement of the consent, we do not intend to 
disclose this information. 

 

There may be other risks associated with participating in this study that are 

unknown. 
 

We will keep your study data as confidential as possible, with the exception of 
certain information that we must report for legal or ethical reasons, such as 
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suspected child abuse or neglect, suspected elder or dependent abuse or 
neglect, or intent to harm yourself or others. 

 

 

You may or may not benefit from taking part in this study. It is possible that your 
depression symptoms will improve and you may begin to feel better while you 
are taking part in this study. However, if you find the study intervention to be 
helpful you will not be able to continue to receive it upon completion of the 
study. The study aiTBS is investigational and not approved by the FDA for the 
treatment of depression. 

 
The study may also benefit other people with depressive symptoms by furthering 
our understanding of the antidepressant effectiveness and safety of aiTBS. 

 
We cannot and do not guarantee or promise that you will receive any benefits 
from this study. 

 

 

You do not need to take part in this study to be treated for depression. There are 
other treatments available for your depression. These include a variety of 
antidepressant medications such as fluoxetine (Prozac), paroxetine (Paxil), 
bupropion (Wellbutrin), and psychotherapies (talk therapies), such as cognitive 
behavioral therapy (CBT). These treatment options also include Electroconvulsive 
therapy (ECT) and traditional Transcranial Magnetic Stimulation (TMS) once out 
of the hospital. 

 
Talk with the study doctor if you have questions about any of these treatments 
or procedures. 

 

 

You should not feel obligated to agree to participate. Your questions should be 
answered clearly and to your satisfaction. If you decide not to participate, tell 
the Protocol Director. 

 
You will be told of any important new information that is learned during the 
course of this research study, which might affect your condition or your 
willingness to continue participation in this study. 

POTENTIAL BENEFITS 

ALTERNATIVES 

PARTICIPANT’S RIGHTS 
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A description of this clinical trial will be available on 

http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not 
include information that can identify you. At most, the Web site will include a 
summary of the results. You can search this Web site at any time. 

 

 

The results of this research study may be presented at scientific or medical 
meetings or published in scientific journals. Your identity and/or your personal 
health information will not be disclosed except as authorized by you or as 
required by law. However, there is always some risk that even de-identified 
information might be re-identified. 

 
Patient information may be provided to Federal and other regulatory agencies as 
required. The Food and Drug Administration (FDA), for example, may inspect 
research records and learn your identity if this study falls within its jurisdiction. 

ClinicalTrials.gov 

CONFIDENTIALITY 

http://www.clinicaltrials.gov/
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Authorization To Use Your Health Information 
For Research Purposes 

Because information about you and your health is personal and 
private, it generally cannot be used in this research study without 

your written authorization. If you sign this form, it will provide that 
authorization. The form is intended to inform you about how your 
health information will be used or disclosed in the study. Your 
information will only be used in accordance with this authorization 
form and the informed consent form and as required or allowed by 

law. Please read it carefully before signing it. 
 

What is the purpose of this research study and how will my 
health information be utilized in the study? 
The purpose of this study is to determine if to find out if a new form 

of transcranial magnetic stimulation (TMS) is effective in treating 
Major Depressive Disorder (MDD). The information gathered in this 
study will be submitted to the FDA. 

 

Do I have to sign this authorization form? 
You do not have to sign this authorization form. But if you do not, 
you will not be able to participate in this research study including 
receiving any research-related treatment. 
Signing the form is not a condition for receiving any medical care 

outside the study. 
 

If I sign, can I revoke it or withdraw from the research later? 
If you decide to participate, you are free to withdraw your 
authorization regarding the use and disclosure of your health 

information (and to discontinue any other participation in the study) 
at any time. After any revocation, your health information will no 
longer be used or disclosed in the study, except to the extent that 
the law allows us to continue using your information (e.g., necessary 
to maintain integrity of research). If you wish to revoke your 

authorization for the research use or disclosure of your health 
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i nf or m ati o n i n t hi s st u d y, y o u m u st writ e t o: ( Dr. N ol a n Willi a m s 
D e p art m e nt of P s y c hi atr y, 4 0 1 Q u arr y R o a d St a nf or d, C A 9 4 3 0 5).  

 

W h a t P e r s o n al I nf o r m a ti o n Will B e O b t ai n e d, U s e d o r 
Di s cl o s e d ?  
Y o ur h e alt h i nf or m ati o n r el at e d t o t hi s st u d y, m a y b e u s e d or 
di s cl o s e d i n c o n n e cti o n wit h t hi s r e s e ar c h st u d y, i n cl u di n g, b ut n ot 
li mit e d t o n a m e, a d dr e s s, t el e p h o n e n u m b er, d at e of birt h, 
r a c e/ et h ni cit y, g e n d er, i nf or m ati o n a b o ut g e n er al h ealt h ( c urr e nt 
m o o d st at e s, f a mil y hi st or y, g e n er al m e di c al c o n diti o n s, m e di c ati o n s, 
t h er a p y, al c o h ol a n d s u b st a n c e u s e), m e nt al h e alt h hi st or y, 
p h y si c al e x a mi n ati o n s, r e s ult s of t e st s f or pr e g n a n c y a n d dr u g u s e, 
r e s p o n s e t o t h e 
st u d y d e vi c e, si d e eff e ct s e x p eri e n c e d, ( bl o o d, st o ol a n d s al vi a) a n d 
t h e r e s ult s of a n y t e st s 
d o n e d uri n g t h e 
st u d y.  

 
W h o M a y U s e o r Di s cl o s e t h e I nf o r m a ti o n ?  
T h e f oll o wi n g p arti e s ar e a ut h ori z e d t o u s e a n d/ or di s cl o s e y o ur 
h e alt h i nf or m ati o n i n c o n n e cti o n wit h t hi s r e s e ar c h st u d y:  

  T h e Pr ot o c ol Dir e ct or ( N ol a n  Willi a m s).  
  T h e St a nf or d U ni v er sit y A d mi ni str ati v e P a n el o n H u m a n 

S u bj e ct s i n M e di c al R e s e ar c h a n d a n y ot h er u nit of  St a nf or d 
U ni v er sit y a s  n e c e s s ar y  

  R e s e ar c h  St aff  
 

W h o M a y R e c ei v e o r U s e t h e  I nf o r m a ti o n ?  
T h e p arti e s li st e d i n t h e pr e c e di n g p ar a gr a p h m a y di s cl o s e y o ur 
h e alt h i nf or m ati o n t o t h e f oll o wi n g p er s o n s a n d or g a ni z ati o n s  f or 
t h eir u s e i n c o n n e cti o n wit h t hi s r e s e ar c h st u d y:  

 
  T h e Offi c e f or H u m a n R e s e ar c h Pr ot e cti o n s i n t h e U. S. 

D e p art m e nt of H e alt h a n d H u m a n  S er vi c e s  
  T h e F o o d a n d Dr u g A d mi ni str ati o n  ( F D A) 
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  O ur c oll a b or at or s at t h e O p e n M e di ci n e I n stit ut e a n d Br ai n s w a y 
T M S d e vi c e  v e n d or  

 
Y o ur i nf or m ati o n m a y b e r e -di s cl o s e d b y t h e r e ci pi e nt s d e s cri b e d 
a b o v e, if t h e y ar e n ot r e q uir e d b y l a w t o pr ot e ct t h e pri v a c y of t h e 
i nf or m ati o n. 

 
W h e n will m y a u t h o ri z a ti o n e x pi r e ?  
Y o ur a ut h ori z ati o n f or t h e u s e a n d/ or di s cl o s ur e of y o ur h e alt h 
i nf or m ati o n will e n d o n F e br u ar y 2 8, 2 0 5 0. 

 
Will a c c e s s t o m y m e di c al r e c o r d b e li mi t e d d u ri n g t h e s t u d y ? 
T o m ai nt ai n t h e i nt e grit y of t hi s r e s e ar c h st u d y, y o u m a y n ot h a v e 
a c c e s s t o a n y h e alt h i nf or m ati o n d e v el o p e d a s p art of t hi s st u d y u ntil 
it i s c o m pl et e d. At t h at p oi nt, y o u w o ul d h a v e a c c e s s t o s u c h h e alt h 
i nf or m ati o n if it w a s u s e d t o m a k e a m e di c al or billi n g d e ci si o n a b o ut 
y o u ( e. g., if i n cl u d e d i n y o ur offi ci al m e di c al r e c or d).  

 
 
 
 

Si g n at ur e of  A d ult  P arti ci p a nt  D at e  
 
 
 
 

Pri nt N a m e of A d ult P arti ci p a nt  
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Payment 
You will not be paid to participate in this research study. 
Costs 
If you participate in this study, the study will pay for those services, supplies, 
procedures, and care associated with the study that are not a part of your 
routine medical care. However, there may be additional costs to you. These 
include basic expenses like transportation and the personal time it will take to 
come to the study visits. You and/or your health insurance must pay for 
services, supplies, procedures, and care that are required during this study for 
routine medical care. You will also be responsible for any co-payments 
and/or deductibles as required by your insurance. Participation in this 
study is not a substitute for health insurance. 
Sponsor 
Stanford is providing financial support and/or material for this study. 

 

 

 

All forms of medical diagnosis and treatment – whether routine or experimental 

– involve some risk of injury. In spite of all precautions, you might develop 
medical complications from participating in this study. If such complications 
arise, the Protocol Director and the research study staff will assist you in 
obtaining appropriate medical treatment. In the event that you have an injury or 
illness that is directly caused by your participation in this study, reimbursement 
for all related costs of care first will be sought from your insurer, managed care 
plan, or other benefits program. You will be responsible for any associated 
co-payments or deductibles as required by your insurance. 
If costs of care related to such an injury are not covered by your insurer, 
managed care plan or other benefits program, you may be responsible for these 
costs. If you are unable to pay for such costs, the Protocol Director will assist 
you in applying for supplemental benefits and explain how to apply for patient 
financial assistance from the hospital. 

 

You do not waive any liability rights for personal injury by signing this form. 
 

Questions, Concerns, or Complaints:  If you have any questions, concerns or 
complaints about this research study, its procedures, risks and benefits, or 

alternative courses of treatment, you should ask the Protocol Director, Nolan 

FINANCIAL CONSIDERATIONS 

COMPENSATION for Research-Related Injury 

CONTACT INFORMATION 
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Willi a m s, M D ( 6 5 0 ) 4 9 8 -9 1 9 0. Y o u s h o ul d al s o c o nt a ct hi m at a n y ti m e if y o u 
f e el y o u h a v e b e e n h urt b y b ei n g a p art of t hi s st u d y. 

 

T h e p ur p o s e of t hi s r e s e ar c h st u d y i s t o o bt ai n d at a or i nf or m ati o n o n t h e s af et y 
a n d eff e cti v e n e s s of (i n s ert n a m e of dr u g, d e vi c e, et c.); t h e r e s ult s will b e 
pr o vi d e d t o t h e s p o n s or, t h e F o o d a n d Dr u g A d mi ni str ati o n, c oll a b or at or s T h e 
O p e n M e di ci n e I n sti t ut e a n d Br ai n s w a y a n d ot h er f e d er al a n d r e g ul at or y 
a g e n ci e s a s r e q uir e d.  

 
I n d e p e n d e nt C o nt a ct: If y o u ar e n ot s ati sfi e d wit h h o w t hi s st u d y i s b ei n g 
c o n d u ct e d, or if y o u h a v e a n y c o n c er n s, c o m pl ai nt s, or g e n er al q u e sti o n s a b o ut 
t h e r e s e ar c h or y o ur ri g ht s a s a p arti ci p a nt, pl e a s e c o nt a ct t h e St a nf or d 
I n stit uti o n al R e vi e w B o ar d (I R B) t o s p e a k t o s o m e o n e i n d e p e n d e nt of t h e 
r e s e ar c h t e a m at ( 6 5 0) -7 2 3 -5 2 4 4 or t oll fr e e at 1 -8 6 6 -6 8 0 -2 9 0 6. Y o u c a n al s o 
writ e t o t h e St a nf or d I R B, St a nf or d U ni v er sit y, 3 0 0 0 El C a mi n o R e al, Fi v e P al o 
Alt o S q u ar e, 4t h Fl o or, P al o Alt o, C A 9 4 3 0 6.  

 

If y o u c a n n ot r e a c h t h e Pr ot o c ol Dir e ct or, pl e a s e c o nt a ct R o mi n a 
N ej a d at ( 6 5 0) 4 9 7 -3 9 3 3.  

 

 

A s a r e s e ar c h p arti ci p a nt y o u h a v e t h e f oll o wi n g ri g ht s. T h e s e ri g ht s i n cl u d e b ut 
ar e n ot li mit e d t o t h e p arti ci p a nt' s ri g ht t o:  

  b e i nf or m e d of t h e n at ur e a n d p ur p o s e of t h e  e x p eri m e nt;  
  b e gi v e n a n e x pl a n ati o n of t h e pr o c e d ur e s t o b e f oll o w e d i n t h e m e di c al 

e x p eri m e nt, a n d a n y dr u g or d e vi c e t o b e  utili z e d;  
  b e gi v e n a d e s cri pti o n of a n y att e n d a nt di s c o mf ort s a n d ri s k s r e a s o n a bl y 

t o b e e x p e ct e d; 
  b e gi v e n a n e x pl a n ati o n of a n y b e n efit s t o t h e s u bj e ct r e a s o n a bl y t o b e 

e x p e ct e d, if  a p pli c a bl e;  
  b e gi v e n a di s cl o s ur e of a n y a p pr o pri at e alt er n ati v e s, dr u g s or d e vi c e s 

t h at mi g ht b e a d v a nt a g e o u s t o t h e s u bj e ct, t h eir r el ati v e ri s k s a n d 
b e n efit s;  

  b e i nf or m e d of t h e a v e n u e s of m e di c al tr e at m e nt, if a n y a v ail a bl e t o t h e 
s u bj e ct aft er t h e e x p eri m e nt if c o m pli c ati o n s s h o ul d  ari s e;  

  b e gi v e n a n o p p ort u nit y t o a s k q u e sti o n s c o n c er ni n g t h e e x p eri m e nt or 
t h e pr o c e d ur e s i n v ol v e d; 

  b e i n str u ct e d t h at c o n s e nt t o p arti ci p at e i n t h e m e di c al e x p eri m e nt m a y 
b e wit h dr a w n at a n y ti m e a n d t h e s u bj e ct m a y di s c o nti n u e p arti ci p ati o n 
wit h o ut  pr ej u di c e;  

E X P E RI M E N T A L S U BJ E C T’ S BI L L O F RI G H T S  
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  b e gi v e n a c o p y of t h e si g n e d a n d d at e d c o n s e nt f or m;  a n d  
  b e gi v e n t h e o p p ort u nit y t o d e ci d e t o c o n s e nt or n ot t o c o n s e nt t o a 

m e di c al e x p eri m e nt wit h o ut t h e i nt er v e nti o n of a n y el e m e nt of f or c e, 
fr a u d, d e c eit, d ur e s s, c o er ci o n or u n d u e i nfl u e n c e o n t h e s u bj e ct' s 
d e ci si o n.  

 

M a y w e c o nt a ct y o u a b o ut f ut ur e st u di e s  t h at m a y b e of i nt er e st t o y o u ?  
   Y e s   N o  

 
Si g ni n g y o ur n a m e m e a n s y o u a gr e e t o b e i n t hi s st u d y a n d t h at y o u w er e gi v e n a 
c o p y of t hi s si g n e d a n d d at e d c o n s e nt  f or m. 

 
Pl e a s e ti c k t hi s c h e c k b o x if y o u a gr e e t o t a k e p art i n t h e sl e e p 
st u d y p orti o n of t h e  e x p eri m e nt.  

 
Pl e a s e ti c k t hi s c h e c k b o x if y o u a gr e e t o t a k e p art i n t h e h e art r at e 
v ari a bilit y p art of t h e st u d y.  

 
Pl e a s e ti c k t hi s c h e c k b o x if y o u a gr e e t o t a k e p art i n t h e E E G p art 
of t h e st u d y.  

 

Pl e a s e ti c k t hi s c h e c k b o x if y o u a gr e e t o h a v e st o ol a n d s al vi a 
s a m pl e s t a k e n.  

 
 

 
Si g n at ur e of A d ult P arti ci p a nt  D at e  

 

 

Pri nt e d N a m e of A d ult P arti ci p a nt  
 

 

Si g n at ur e of P er s o n  O bt ai ni n g C o n s e nt  D at e  
 

 

Pri nt e d N a m e of P er s o n O bt ai ni n g C o n e nt  
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